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product review

Policy

It is (Insert manufacturer name) policy to conduct an annual review of all products in compliance with the (Insert relevant codes/standards of good manufacturing practice; e.g. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products and FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration).
Purpose

The purpose of the annual product review is to verify the consistency of processes and the appropriateness of current specifications for starting material and finished products. 

Scope

The review includes materials, critical in-process controls and finished product results for products manufactured in the previous calendar year, operation of the quality system, facility and equipment qualification and issues identified in the monthly Management Review Meetings. 

Efficacy and/or outcomes for cellular therapy products administered in the previous year are reviewed and evaluated at the annual meeting and appropriate actions determined. 

Responsibilities

The following personnel are responsible for providing the reports to the meeting: (Insert relevant reports and responsible officers as appropriate; examples given)
Quality Report: Quality Coordinator 

Facility Recertification Report: Scientist in Charge 

Product Report for W products: Facility Director

Product Report for X products: Senior Research Scientist

Product Report for Y products: Facility Director

Product Report for Z products: Quality Manager 

Cellular Therapy Outcomes: Facility Director.

product review meeting

Participants

(Insert manufacturer name) Facility Director, Medical Director, Quality Manager, Scientist in Charge, Quality Coordinator and Senior Research Scientist. Additional personnel may be invited to attend the meeting, where appropriate.

Meetings are chaired by the Medical Director. The Quality Manager schedules the meeting, circulates the Agenda and records the Minutes.

Frequency

Meetings are held annually. The meeting is to be scheduled when the reports for facility recertification (performed for the beginning of the calendar year) and product information for previous calendar year are available. 

Reports

The following reports shall be provided to the meeting:

Quality Report, summarising

· overall operation of the Compliance Management program

· significant deviations and non-conformances, with investigations, root causes, effectiveness of actions taken and any detectable trends

· changes to manufacturing processes

· quality related complaints and recalls and investigations performed

· adequacy of previous process or equipment corrective actions

· operation of the Internal Audit program

· current status of service agreements

Facility Recertification Reports 
· qualification status of the facility, equipment and utilities 

Product Reports, summarising

· manufacturing workload

· review of material used for products, especially from new sources

· critical process controls and finished product results

· all products that failed to meet specifications and their investigation, including positive microbial test results, and any detectable trends

· results of monitoring and any adverse trends 

· adverse events

Cellular Therapy Outcomes (for HPC and MSC cellular therapy products administered in the previous calendar year), summarising:
· time to engraftment of HPC products administered for haemopoietic reconstitution

· outcomes for MSC products reported through the relevant clinical trial; linked to the MSC batch administered, the condition being treated and the recipient 

· clinical outcomes for MSC products distributed through the Special Access Scheme, reported by the requesting consultant (follow-up report required within 3 months of administration); linked to the MSC batch administered and the condition being treated

· any adverse events or other unexpected outcomes and actions taken.
Agenda

The meeting agenda shall include the following items:

· Minutes of the previous Product Review meeting

· Quality Report 

· Facility Recertification Reports

· Product Reports

· Review of cellular therapy outcomes

· Review of adequacy of previous corrective actions

· Analysis of detectable trends

· Improvement requirements identified and actions to be taken

Records

The Product Review Agenda, Minutes and all reports provided to the meeting (other than the original Facility Recertification reports) are stored in the Quality Manager’s office. 

Facility Recertification reports are stored in the office of the Scientist in Charge. 
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